JTEKJAPAIIAS O COOTBETCTBUMA

JEKJITAPAHT, IPAHAMAIOINHUN TEKNAPAIIHIO O COOTBETCTBHH:

AO "Canogu Poccus”

Ceedenns o pezucmpayuu opearuzmjuu: Mesicpationnan uncnexyus Qedepansioil nano2osoit cayxctvr M
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoernus OT'PH: 19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepckas, 0. 22, Tenegpon/daxc: 8 (495) 721-14-00/721-14-11

B muye: I'enepanvnrit dupexmop Movisic O.A.

Hoeepennoe muyo: epuunia O.J1. [Josepenrocniv: 6/u om 15.03.2019 2.

3AABISAET, YTO

nexapcmeennoe cpeocmeo: Jdasuxc® mabneniu 40 a2 15 vam., cmpunvet (3), nauxu xapnonsste, pez.yo.
Ne IT NO14865/01 om 01.11.2008 (dama nepeogpopaneriua PY 08.12.2015), cepus NA0090, napnnis
92760 ynaxosox, 200en do 01.11.2022, npouszsodcmea Canopu Hndun JTumumed / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Hudus,
k00 ORIINT2 21.20.10.143, xod TH B3/ 3004900002, xormparm Ne250/40056192/F-2 om 20.10.2010,
ungoiic Ne9085322915 om 11.62.2019

COOTBETCTBYET TPEBOBAHHAM
11 N0I4865/01-011108 uzm, Me 1-4

JEKJIAPATIAS ITPHHATA HA OCHOBAHHHA
npomokon ucnotmanul Ne 25541 om 25.03.2019 HJI OO0 "Lenmp xonmpona xavecmea Buonaiich”,

| ammecinam arxpedumayuy RA.RU.21LKO0I om 22.07.2015 2., cepmugpuxam ananuza Canogpu Hudun
Jhusumed Ne090 om 23.01.2019, Cepmugpuram POCC IN.OMO5.C06432 om 25.03.2019

JATA IPHHATHA BTEKIAPATIANA; 25.03.2019 2.

[Nepmmsa O.JI.
©.HO

CBEJAEHMS O PETUCTPAIIAA

OPTAH IO CEPTH®PHKAIIHH, 3APETHCTPRPOBABIIHNA JEKJIAPALIHIO
Opeart no cepmuguxayity npodyxyuu

Obwecmea ¢ ozpanuyennoll omeemcmeentocmsio «OXpysicHoll yexmp cepmugurayut»,
adpec: 620014, POCCHA, Ceepdnoscras obnacms, Examepunbypz, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11DMOS

,I[EICJIAPAIIHH O COOTBETCTBHH M POCC RU JJ-IN.OM05.4.20977/19

Yeaqeprua AA.

PyxoBoguTens oprasa mo
cepTH(OHKAIHE NPONYKITHE




Canochu Undus Jlumumed / Sanofl India Limited

s,

wg

SANOFI

Address: Sanofi India Limited, India / Agpec; Carotu raua Nnmuren, Unaunn

CEPTUOUKAT AHAJIM3A

ANALYTICAL REPORT

Npoayir: Nasnkc®, Tabnetkn 40 mr

Product: Lasix® 40 mg tablets

Ne : 090
Date/flara: 23.01.2019

Homep cepun : {lata nponssoacrea
Batch number BNAOOQO_ Manufacturing date R
Otaen FoaeH go
Denartment Pharmaceuticals Expiry date 11/2022
Pasmep riaptum - Mony4ero
Batch size 42,00,000 Tabs. Receivad on 04.12.2018
Mokazarens: Pe3ynkTarhbi: Hopmbi:
TESTS RESULTS SPECIFICATION
Onucanne Benvie uni noutk Geneie | Bensie waw noutk Genbie Kpyrible
Kpyrnbie TaGreTiv ¢ rpauposkodi | TaBrieTkm ¢ rpaBvpoakoi «DLI» Baiwe 1
«DLI» Bbllle U HYXe puckn Ha HUKe PUCKN Ha OfHOR CTOpPOHE
OfHOMA CTOpOHE
Description White or off-white round tablets White or off-white round tablets
engraved with «DLI» above and | engraved with «DLI» above and below
below a score line on one side. a score line on one side.
MoanuHHOCTS:
- UK-cnektp Cootaercrsyer CooveeTcTeyer
~ Y®-cnextp Cooteetcrayer CooTBeTcTBYET
— peakuuA ¢ 4- CooTeetcTayer Coortsercreyer
AumeTunaMuHoGeHaansaeriygom
identification:
~IR Complies Must comply
~UV Complies Must comply
- Reaction with 4- Complies Must comply
dimethylaminobenzaldehyde
CpeaHas Macca TabneTok 1608 mr 150,0 -~ 170,0 mr
Average weight 160,8 mg 150,0 - 170,0 mg
OTknoxeHue B macce He wmeHee 90% TaBnetox (18/20)
1580 | 166,7 | 1619 | 161,0 UMEIOT OTKNOHeHUe OT cpegHer macch)
Tabnerok * 7,5%, n He Gonee 10%
164,0 | 158,0 | 158,9 | 158,8 ! taBneTok (2/20) umetoT oTknoHeHue or
cpenHe maccek! Tabnerok + 15%
. 163,5 | 162,2 | 158,9 | 161,1
Uniformity of welght Out of 20 tablets not less than 90%
(18/20) of tablets deviate from average
1611 | 180.2 [ 1585 | 1629 tablet weight by + 7.5% and not more
than 10% (2/20) of tablets deviate from
158,3 | 158,3 | 1596 | 162,9 | qverage weight by +15%
Pacnagaemocts 01 munyr He Gonee 15 muHyT
Disintegration fest 01 min Not more than 15 mins
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Mpoayxr: Nasukc®, Tabrietkn 40 mr
Product: Lasix® 40 mg tablets

Homep cepuu / Batch number: 8NA0090

Flokazavenu: PeaynutaTthi: Hopmuoi:
TESTS RESULTS SPECIFICATION
| CeoBoarbie aMvHb CooTeercreyer Cooraetcrayer
Free Amines Complies Must comply
Pacrsopesue Min. Max. Avg. He menee 80,0% (Q) uepes 60 muH.
Dissolution Test 90,5% 95,4% 932% | Not less than 80,0% (Q) after 60 min.
ORHOPOAHOCTD AO3UPOBAHUA Ot 85% A0 115% oT sasenexHoro
Min. Max. Avg. konuuecTea ¢ypoceMnaa s ogHol
Tabnetxe
Uniformity of dosing 7% 100% 99%, 85% - 115% of labeled amount of
furosemide per tablet.
KonuuecteenHoe 39,6 Mr chypocemmaa B oqHORM Ot 36,0 mr 20 44,0 Mr dbypocemuaa B
CORepxaHue ¢ypocemmaa Tabnerxe oaHoil Tanerxke
Assay 39,5 mg/ avg. wt. of the tablet 36,0 to 44,0 mg/ avg. wi. of the tablet

MuipoSuonormueckas uucToTa:
Microbiological purity:

- AspobHele Gakrepun <10fr <10%r
Aerobic bacteria < 10ig <10%g
- BpoXokeBbie ¥ nRecHeBbie < 10/r <102
pubn
Yeasts and moulds < 10/g <102%g
- Entercbacteria <10/ <10%r
Enterobacteria <10/g < 10%g
- E. coli, Saimonslla, Orcyterayerir Oreyrcrayerir
Staphylococcus aureus,
Pseudomonas aeruginosa
8ir)
E. coli, Salmonelia, Absent/g Absent/g
Staphylococcus aureus,
Pseudomonas aeruginosa
{in 1g)

NPUMEYAHWE: OBPA3EL COOTBETCTBYET TPEEOBAHUAM KOHTPORA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

Sanofi India Limited
Btluwte Plot No. 3501, 3503-15, 6310 B8-14
MOITMCh, OT/EJN KOHTPOJIS KAUECTBA  GIDC Estate, P. B. No.-136,
AUTHORISED SIGNATORY, QUALITY CONTROL _ Ankleshwar - 393 002.

R. S. Trivedi

DaMHIHA OTBETCTBEHHOrO IMevars
Name of Authorised Signatory Company Stamp
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